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Art Unit: 1616 

DETAILED ACTION 

Claims 27-103 are pending in this application. 



Action Summary 

1 . The rejection of claims 28-32, 36-47, 57-69 and 72-83 under 35 U.S.C. 1 1 2, first 
paragraph as not described in the specification as to enable one skilled in the art to 
make and/or use the invention is hereby by withdrawn as applicant has amendment the 
claims to clearly define what type of condition is being treated. 

2. The rejection of claims 40-43, 57-65 and 78-80 under 35 U.S.C. 112, first 
paragraph as not described in the specification as to enable one skilled in the art to 
make and/or use the invention is hereby by withdrawn as per our interview. 

3. The rejection of claims 27-94 under the judicially created doctrine of 
obviousness-type double patenting over claims 1-29 of US Patent 6,291 ,445 B1 is 
hereby withdrawn as applicant has filed a tenninal disclaimer. 

4. The rejection of claims 27-94 under the judicially created doctrine of 
obviousness-type double patenting over claims 1-29 of US Patent 6,686,346 is hereby 
withdrawn as applicant has filed a terminal disclaimer. 



EXAMINER'S AMENDMENT 

5. An examiner's amendment to the record appears below. Should that changes 
and/or additions be unacceptable to applicant, an amendment may be filed as provided 
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by 37 CFR 1 .312. To ensure consideration of such an amendment, it MUST be 
submitted no later than the payment of the issue fee. 

Authorization for this examiner's amendment was given in a telephone interview 
with Mrs. Janis Fraser on June 27, 2005. 

Amend the claims as follows: 
IN THE CLAIMS: 

In claims 32, 39, 47, 69, 74 and 83, line 1 , delete "wherein each unit dose 
contains about 0.6 to 0.7 mg/ml budesonide." and insert "wherein the concentration of 
budesonide in each unit dose is about 0.6 to 0.7 mg/ml." 

In claims 43, 65 and 80, line 1 , delete "wherein the unit dose contains 
about 0.6 to 0.7 mg/ml budesonide." and Insert "wherein the concentration of 
budesonide in the unit dose is about 0.6 to 0.7 mg/ml." 

In claim 51 , line 1 , delete "wherein each unit dose contains about 0.6 to 
0.7 mg/ml budesonide." and Insert "wherein the concentration of budesonide in the unit 
dose is about 0.6 to 0.7 mg/ml." 

In claim 52, line 2, insert at least 90% of which have a mass equivalent 
sphere diameter of less than 20 ^m," after "...finely divided particles". 

In claim 55, line 1 , delete "wherein the composition contains about 0.6 to 
0.7 mg/ml budesonide." and insert "wherein the concentration of budesonide in the 
composition is about 0.6 to 0.7 mg/ml." 
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In claim 57, line 4, insert at least 90% of which have a mass equivalent 
sphere diameter of less than 20 nm," after "...finely divided budesonide particles". 

In claim 66, line 5, insert at least 90% of which have a mass equivalent 
sphere diameter of less than 20 \im," after "...finely divided budesonide particles". 

In claim 70, line 9, insert ", at least 90% of which have a mass equivalent 
sphere diameter of less than 20 \im," after "...finely divided particles". 

. In claim 72, line 12, insert ", at least 90% of which have a mass 
equivalent sphere diameter of less than 20 urn," after "...finely divided particles". 

In claim 75, line 2, insert ", at least 90% of which have a mass equivalent 
sphere diameter of less than 20 urn," after "...finely divided particles". 

In claim 77, line 1, delete "wherein the composition contains about 0.6 to 
0.7 mg/ml budesonide." and insert "wherein the concentration of budesonide in the 
composition is about 0.6 to 0.7 mg/ml." 

In claim 78, line 4, insert ", at least 90% of which have a mass equivalent 
sphere diameter of less than 20 \um" after "...finely divided particles". 

In claim 81 , line 5, insert ", at least 90% of which have a mass equivalent 
sphere diameter of less than 20 pim," after "...finely divided particles". 

In claim 84, line 10, insert ", at least 90% of which have a nnass 
equivalent sphere diameter of less than 20 ^m," after "...finely divided particles". 

In claim 87, line 1 , delete "wherein each unit dose contains about 0.6 to 
0.7 mg/ml budesonide." and insert "wherein the concentration of budesonide in the 
composition is about 0.6 to 0.7 mg/ml." 
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Authorization for this examiner's amendment was given in a telephone interview 
with Mr. Larry Dhang on August 26, 2005. 

In claim 40, line 1, delete "or preventing" 
In claim 57, line 1 , delete "or preventing" 

Statement of Reasons for Allowance 

6. The following is an examiner's statement of reasons for allowance: 

The claims are allowable over the prior art because the prior art does not teach, 
disclose nor make obvious a unit dosage form comprising 16-40 |ag budesonide with a 
90% mass equivalent and a diameter of less than 20 |j,m and suspended in an aqueous 
medium. The prior art does not teach or disclose a dosage form of budesonide having 
the above-mentioned limitations. 

Any comments considered necessary by applicant must be submitted no later 
than the payment of the issue fee and, to avoid processing delays, should preferably 
accompany the issue fee. Such submissions should be clearly labeled "Comments on 
Statement of Reasons for Allowance." 

Conclusion 

7. Claims 27-103 are allowed. 
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Telephone Inquiries 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Konata M. George, whose telephone number Is 
(571) 272-0613. The examiner can normally be reached from SAM to 6:30PM Monday 
to Thursday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Gary Kunz, can be reached at (571) 272-0887. The fax phone numbers for 
the organization where this application or proceeding is assigned are (703) 872-9306 for 
regular communications and for After Final communications. 

Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to the receptionist whose telephone number is 
(571)272-1600. 



Konata M. George 



SUP! 




